e rie =3 Nebivolol hydrochloride

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 03/04/2023 Jlata Ha penaxuusita: 04/08/2025 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : Nebivolol hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Nebivolol hydrochloride
CAS Ne 1 152520-56-4

Kon na npoxykra : 201800015

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraHy — €IHOKPaTHa H370

excnoszunus, Kareropus 1
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
Bpenen npu normsiane. [pennonara ce, 4e yBpexaa OINIOAUTEIHATA CIIOCOOHOCT WM 1U10/a. [IpHumHsBa yBpeK1aHe Ha OpraHuTe.
2.2. EneMeHTH HA €THKETA

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) : OmacHo
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Nebivolol hydrochloride

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H370 - [IpuunnsBa yBpexaaHe Ha OpraHuTe (ChbpAEUHO-ChI0BA cUCTEMA) (OpAJIHO).
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P260 - He BaumBaiite mpax/myIex/ra3/InM/u3napeHs/acpo30iI.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JMIETO CTApATENIHO clie] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIIU Py ynoTpeda Ha MPOayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULK/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JITBLIIAHE: IIpu Hepasnonoxenue ce 00aneTe Ha JIeKap.
P308+P311 - ITPU siBHa wnu npeanonaraema excrnosunus: O6azxere ce 8 LIEHTBP [10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa miu mpeAnonaraeMa eKcrno3unus: I10Tbpcete MeANIMHCKH ChBET/IOMOLIL.
P321 - Cnenuanu3upano je4yeHue (BxK. IOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa [IOMOIIL HAa TO3H
€THUKET).
P330 - M3mnakHere ycrara.
P405 - [la ce cbxpaHsiBa 1o KJroy.
P501 - CbappixkaHHETO/ChIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHEe HA OMACHU MU CIICLUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIHY H/MIN MEX/ILyHapOIHU
pasnopenou.
Etuketnpane B chOTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAaHUETO He npeBurasa 10 ml.
Iuxrorpamu 3a onacuoct (CLP) :

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra napopmarys . AKTHBHO BeIIecTBO (BbB (hapManeBTHIHN NpoayKTH/PapmMarieBTHIEH IPOIYKT, KOHTO ce M3M0JI3Ba
KaTo JIEKAPCTBO 32 CHPJEYHO-CHI0BATA CHCTEMA).
BHuMaHMe - BEECTBO, KOETO BCE OILIE HE € M3MHUTAHO HAIBIIHO.

PA3JIEJI 3: ChcraB/undopmanus 3a CbCTAaBKUTE

3.1. BemecrBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTa Pernament (EO) Ne 1272/2008 [CLP]
Nebivolol hydrochloride CAS Ne: 152520-56-4 <100 Acute Tox. 4 (opaxnna), H302 (ATE=483
mg/kg TexecHo Terio)
Repr. 2, H361
STOT SE 1, H370

3a meanud TexcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

H’BpBa moMo1f - 061111/1 MEpPKHU . BBB Bcnukn CjIydyan Ha CbMHEHUE, UK aKO CUMIITOMUTE IPOABIIKABAT, IIOTHPCETE MEAUIITUHCKA
TIOMO1II.
H’BpBa TIoMomI Npyu BAUIIBAHE . W3Benmere nuiiero Ha 9uCT BB3QYX U I'0O IIOCTABETE B IO3UL U, YIICCHABAIA JUIIAHETO. I[a C€ oCTaBH

TocTpagaans a1a Cu NOYNHE. B cnyqaﬁ Ha IpujioniaBaHe: HompceTe MCIUIHUHCKHA C’bBeT/HOMOI]_L
H’pra TIOMOII TP KOHTAKT € KOXKaTa : I[a C€ CBaJI 3aMBPCEHOTO 00JIEKIIO U M3JIOKCHHUST YJacCThK OT KOKaTa J1a C€ U3MHUE C MEK CallyH U
BOa, KaTo CJICO TOBa CE€ U3IINIaKHE C TOILIA BOOA.
H’pra TIOMOII IPU KOHTAKT C OUUTE . Wsmnmakuere ¢ BOJa, KaTo ABPKUTE OUUTE IIUPOKO OTBOPECHU. HOT’LpCeTe MCIOIUOHWHCKaA ITOMOII], aKO
60.TIKaTa, MUT'aHETO UM 3a4C€PBABAHETO MPOABIIKAT.
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

IIspBa momon npy MOrIbIAHE : M3zmnaksere ycrarta ¢ BoAa (caMo ako MOCTpaJaluAT € B ch3HaHHUe). Hukora He qaBaiite HUIIO mpe3
ycrara Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere 8 LIEHTBP [10 TOKCUKOJIOI USl/Ha
JeKap.

Hsma HanuvHa HONBIHUTETHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : I{a C€ U3M0J3BaT CPEACTBA, IIOAXOAAIINHN 3a raCEHE Ha I10KapHu B CbCEACTBO. B’LFJ'IBPO,I[CH JUOKCHUI.

Bonen cnpeii. Cyx nmpax. Ojnesiio 3a 3aracsHe Ha OT'bHS.
Henoaxonsmu moxaporacuTelIH! CpeIcTBa : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSI.

OrnacHu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha I1oxkap . HemwiHOTO TOpeHE 003060)!(,11&]33 OIIace€H BBITICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U APYT'd TOKCUIHHU
Ta30Be. Bp3MOXKHO € OTIe/ISTHETO Ha TOKCUYHH H3napeHus.

MHcTpyKunu 3a raceHe Ha Mokapu : Jla He ce [ommycKa n3mon3BaHaTa B 6opbaTa ¢ mojkapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 TOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [IbIHa 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBaj

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJIydYan

ABapuiiHH IITaHOBE : Jla ce oTCcTpaHM HEHYKHHUS TIEPCOHAIL.

3a JHUIaTa, OTTOBOPHH 32 CHEIIHH CJIyYau

3aIIUTHY CpeCTBa : Jla He ce mpeAnpreMa HaMeca 6e3 IMOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBeue HHpOpMaNus,
BiDkTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHHU IPEeAa3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHC B OKOJIHATa cpeaa. HpeI[OTBpaTeTC HABJIM3aHCTO B KaHAJIM3alUUsiATa U B O6H.I€CTBeHI/ITe BOIH.

3a 3agbprKane : TlonmiiTe ¢ HHEPTEH MaTEPHA U MIOCTABETE B MOAXO/ISIL KOHTEHHED 3a 00e3BpexkJaHe Ha OTHAABLIH.
Mertou 3a OYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE TIOBBPXHOCTH OOKMIHO C Bojia. [109YMCTBAaHE ¢ MOMILTA HA IETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: Pa6oTa U Chb>

JIOITBITHUTEITHY ONIACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3naratr GpeMEHHNTE XKEHH HIIN KbPMAuKHTE.
Tpennasun mepku 3a 6e3omacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

XHUrueHHH MEpKU : Jla He ce sze, Mue WM IMylx Opy ynoTpeba Ha NpoaykTa. Jla He ce H3HaCs 3aMBPCEHO PabOTHO
00JIeKII0 U3BBH PabOTHOTO MoMelieHue. Jla ce U3MUST PBLETE MPEIN HOYUBKUTE U CIEN
MPUKIIIOYBaHE Ha padorara.

7.2. YcoBus 3a 6e30MacHO ChbXpPaHsBaHe, BKJIKYHTEIHO HECHbBMECTHMOCTH

VYcnoBust 3a chXpaHsBaHe : /Jla ce cpxpansiBa Ha 100pe npoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U IPsIKa CTbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . /Jla ce chXpaHsiBa B OPUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuuduuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa AOMBIHUTEIHA m—x(bopMamm

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3HIUSITA/THYHH MPeINa3Hi CPeACTBa

8.1. [TapameTpun Ha KOHTPO.JI

Hsima HanuyHa AOMBIHUTEIHA P[H(bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCIo3uIMATA

HO)]XO)]HH.( HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 1o6po mpoBeTpsiBaHe Ha paboTHOTO MscTO0. OOMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeJIHA BEHTHIAINS, Taka  BEHTUIALHS Ha 00LIOTO
nomenienue. C marepuaia TpsOBa J1a ce padoTH 1o 1abopaTopHa KAMUHA, JOKOJIKOTO TOBA € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HAa 0YMTE M JUIETO

3amuTa HA OYHTe:

Ja ce HocsT peanazHu ounia. [IpeanasHu ounna cbe crpannyHa 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopua ynorpeba : Jlaboparopua npectisika. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH YCTOHUMBH pena3Hu ppkasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 0Opa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
IBsar : Osu1. mo4TH OsI.
BrbHiieH Bug . Kpucranen npax.
MornekyiHa Maca 1 441.9 g/mol
Mupuc : He e mannuno
I'pannnara Ha Mupuca : He e nannuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpB3BaHE . He e mannuno
Touka Ha kunEHE : He e nanuuno
3amanuMocT : He e manuuno
JlonHa rpaHHIIa Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha €KCIIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmnepatypa Ha camo3anajaBaHe : He e npunoxxumo
Temnepatypa Ha paznaraHe : He e HannuHO

pH : =5 (BoneH pa3rtBop)
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

pH pastBop : He e Hanuuno
Buckosurer, kuHemaTHIeH : He e npunoxumo
PastBOpuMOCT : Boma: 0.1 -1g/1
Koedunuent na pasnpenencuue: n-okranon/soga (Log  : He e HamnuHO
Kow)

Hansrane Ha napure : He e Hanuuno
Hansrane na napute npu 50°C : He e Hanuuno
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e HannyHO
OTHOCUTENHA IUIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmuHa JOMIBJIHUTETHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEaKTHBHOCT

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa OMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ

Hsma HanwyHa 1OoMBIHHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOnbIHUTENHA HHOOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

PA3JIEJ 11: T

CHUKOJIOTHYHA HHq)OpMaHHﬂ

Octpa TOKCHYHOCT (OpajiHa) . Bpegen npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacuduupa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanHu)

Nebivolol hydrochloride (152520-56-4)

LD50 opanso mrbx 483 mg/kg

KoposusHocT/ipasnene Ha Koxara . He ce xnacudunupa (Jlunceat nanHm)
pH: = 5 (Bozen pa3stBop)

CepHo3HO yBpeXKAaHe Ha OUHTEe/Ipa3HeHe Ha OUHTe . He ce knacudunupa (JIuncsar naHuu)
pH: = 5 (Bozen pa3tBop)

CeHcnbMIH3anys Ha JUXaTeIHATE IBTUIIA WK Koxkata  :  He ce kiacuguumpa (JIuncsar 1aHam)

MyTareHHOCT Ha 3apOJUIIHATE KICTKA . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHCHH KPHUTEPUUTE 32
KJacuduypane)

Kanueporensoct . He ce xnacuduunpa (Heybeanrenun nanum)

TOKCHYHOCT 32 PeHPOAYKIHsITA : Ilpexanonara ce, 4e yBpex/ia OIUIOUTEIHATA CIIOCOOHOCT WX IIJIOZA.

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : IlpuunHsBa yBpexIaHe Ha OpPraHUTe (CHPACYHO-CHIOBA CHCTEMA) (OPAITHO).

OpFaHH) — €/IHOKpaTHa €KCIO3uLIUA
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

CTOO (crenuprdHa TOKCHYHOCT 3a OIPEICTICHI . He ce xnacuduuupa (JIuncear jaHHmN)
OpraHi) — IOBTapsIIa CE EKCIO3ULHS

OnacHOCT NpH BIMIIBaHE . He ce knacuduupa (JIuncear gaHHm)

Hsima HanmMuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 12: Exosioruuna uagopmanus

OmacHo 3a BoJHaTa cpejia, KpaTKocpouHa (0cTpa) . He ce xnacu¢uupa (JIunceat nanam)
OmacHo 3a BoJHAaTa cpejia, JBIroCpoYHa (XpOHHYHA) : He ce xnacu¢umpa (JIuncsat nanau)

Nebivolol hydrochloride (152520-56-4)

YCToiYMBOCT U pasrpaauMocT He ce pasrpaxna 6bp30

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsma HanwyHa KOMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHOPMATHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHHAAbIUTE

Hsma HanuvHA TOMBIHUTETHA HHPOPMAIIUS

PA3JIEJI 14: Undopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHUKALHOHEH HOMEP

He e obexT Ha HapenbuTe 3a TpaHCIIOPT

14.2. TouHo HaMMeHOBaHMe HA NMpaTKaTa no cnucbka Ha OOH

He ce perynupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha omacHOCT NPH TPAHCHOPTHPAHE

He ce perynupa He ce perynupa He ce perynupa
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

14.4. Onakopb4Ha rpyna

He ce perynupa | He ce perynupa | He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He ce perynupa | He ce perynupa | He ce perynupa

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenuajiHy npeana3sHu MepKH 32 NOTpeduTeuTe

CyxonmbTeH TPaHCIOPT
He ce perymupa

TpaucnopT no mope
He ce perynupa

Bb3ayumien Tpancnoprt
He ce perynupa

14.7. MopckHu TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSTHHE CHIVIACHO HHCTPYMeHTH Ha MeKIyHApOAHATA MOPCKA OPraHU3aLHUs

He e npunoxxumo

PA3JIEJI 15: U opmanusi OTHOCHO HOPMAaTHBHATa ypenaoda

15.1. CnennduyHy 32 BENIeCTBOTO WM CMECTA HOPMATHBHA yPea6a/3aK0HOAATEJICTBO OTHOCHO 0€30MaCHOCTTA, 3[PABeTO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnnchk Ha BeliecTBaTa 3a pa3periaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ xanannar-BemecTsa

PeriiaMeHT 0THOCHO BelllecTBa, KOUTO HapymaBaTt 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BelecTBa, KOUTO HapyuiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 32 M3J1e/MsiTa ¢ ABOIiHA ynoTpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/aHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHcdepa,

Opokepckara IEfHOCT M TpaH3UTa Ha U3JIEIHs U TEXHOIOTHH C JBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)
He cpappixa BemmecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)
He cpabppika BemecTBo(a), BKIOYEHO(H) B ciuchKa ¢ [Ipekypcopu Ha HapkoTiuHuTe BeniecTa (Perimament EO 273/2004 0THOCHO IPOM3BOJCTBOTO M ITYCKAHETO

Ha mma3apa Ha OIpeACIC€HU BEIIECTBA, U3IIOJI3BAHHU 32 HE3aKOHHO MPONU3BOJACTBO HAa HAPKOTUYHU UIIU TICUXOTPOITHN BeHIeCTBa)

15.2. Onenka Ha 0€30NMACHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma Hann4Ha IOMBIHUTENHA HHOPMAIUST
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

PA3JIEJI 16: Ipyra ungopmanus

HNHaukanms 3a npoMeHn
Pasznen IIpomenen eemMeHT KomenTtapu
3ameHs BepcHsATa OT Jlo6aBeno
Jlata Ha pemakuusTa Jlo6aBeno
1.1 CAS Ne Jlo6aBeHo
1.1 CHHOHUMH IIpemaxnaro
1.1 HaumenoBanue IIpomeneno
1.2 Orpannuenns 3a ynorpeda ITpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpusitin QU3HKOXUMUYHE e(DEKTH 1 IIpomeneno
HeOaronpusaTHU e(PeKTHU 3a 3paBeTO HA YOBEKA U
OKOJIHATa cpefa
2.1 Kracudukauus B ceorBerctre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 Ipenynpexnenust 3a onacxoct (CLP) IIpomeneno
2.2 Curnanna gyma (CLP) IIpomeneno
22 IMuxrorpamu 3a onacHoct (CLP) IIpomeneno
2.2 Tpenopsku 3a 6e3onmacHoct (CLP) IIpomeneno
2.3 Jlpyra uudopmarus Jlo6aBeno
4.1 [TppBa nomout - 00IIM MEPKU JobaBeHo
4.1 ITspBa momou1 Npy KOHTAKT € KOKaTa ITpomeneno
4.1 IIppBa nomo1l npu BIUIIBAHE Jlo6aBeno
4.1 IIppBa nomo1l Npy NOINIbIAHE Jlo6aBeno
4.1 IIppBa noMoIIL IPKU KOHTAKT C OYUTE IIpomeneno
5.1 Henonxonsuy noxaporacuTenHu CpeaACTBa Jlo6aBeno
5.1 Tloaxoasmu noxaporacuTeHM CpeIcTBa IIpomeneno
5.2 OmnacHY IPOJYKTH Ha paslajiaHe B cIydail Ha JobaBeHo
ToKap
52 OmacHOCT OT IoXkap IIpemaxuato
53 3amuTa Ipy raceHe Ha IoXKap Jlo6aBeno
53 MHcTpyKuuy 3a raceHe Ha mokapu IIpomeneno
6.1 3alMTHY cpecTBa Jlo6aBeno
6.1 ABapuiiHy I1aHoBe IIpomeneno
6.1 O0mu Mepku Jlo6aBeno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoJIHaTa cpeza | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeno
6.4 Tlo3oBaBaHe Ha apyru pasznen (8, 13) JobaBeHo
7.1 JIOIBITHUTEITHA OTIaCHOCTH 10 BpeMe Ha paboTta JlobaBeHo
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Nebivolol hydrochloride

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu

7.1 TIpeana3uu Mepku 3a 6e3omacHa paboTa JobaBeHo

7.1 XUTHEeHHH MEPKH Jlo6aBeno

7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo

7.2 OnakoBbYHU MaTepUaIL JobaBeHo

7.3 CrenuduyHy KpaiHu yrnoTpeon IIpemaxunaro
8.2 3amuTa Ha JUXaTeTHUTE ITBTHINA Jlo6aBeno

8.2 3amura Ha phIeTe IIpomeneno

8.2 3amuTa Ha OYUTe Jlo6aBeHo

8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno

8.2 3aluTa Ha KoKaTa U TSUIOTO IIpomeneno

9 PasrBopumocT BbB BOaa JobaBeHo

9 pH JobaBeHo

9 MonekyaHa Maca Jlo6aBeno

9 st Jlo6aBeHo

10.1 Peakimonna cnocoOHOCT IIpemaxnarto
10.3 BB3M0OXKHOCT 32 OaCHU peaKiuu IIpemaxnarto
10.5 HecwsBmecTumu Marepuanu IIpemaxunaro
10.6 OmnacHY NPOXYKTH HA pa3lafaHe IIpemaxuato
11.1 LD50 opanHo miex IIpomeneno
11.1 ATE CLP (opanna) IIpomeneno
12.1 Exomnorus - 0010 IIpemaxnaro
II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:

Acute Tox. 4 (opanna) Octpa Tokcu4HocT (opanHa), Kareropus 4

H302 Bpenen npu norneimane.

H361 TIpenmnonara ce, ye yBpex/aa OIUIOUTEIHATA CIIOCOOHOCT MIIH TUIOJA.
H370 [NprurHsBa yBpeKAaHEe HA OPraHUTE (ChPACYHO-CHI0BA CHCTEMA) (OPAIHO).
Repr. 2 TokcuuHocT 3a penpoaykuusaTa, Kareropus 2

STOT SE 1 Crernu¢ryaa TOKCHIHOCT 32 ONpeJie]IeHH OpTraHy — eJHOKpaTHa excrosuius, Kareropus 1

Wupopmarmonen muct 3a 6e3omnacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MHpOpMamoHeH JIUCT 3a 6€3011acHOCT, € HOJIy4eHa OT H3TOUHUIH, KOUTO CMsITaMe 3a

HaOCKTHH. B’preKI/I TOBAa, HH(bOpMaLH/IHTa C€ IpeaoCTaBs 0e3 HUKaKBa TapaHuys, U3puiHa Ui no,t[pa36npama C€, OTHOCHO HeliHaTa KOPEKTHOCT. VcnoBusita Ui

MECTOOHUTE 3a p'dGOT'd, CbXpaHCHUE, yHOTpe6a NI OGeaBpemnaHe Ha IMpOoAYKTa ca U3BBH HAIIWsl KOHTPOJI U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. l_[opa,:u/I
Ta3u U Apyryu NpuvInHU, HUE HE TTIOEMaM€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 321Fy6I/I, LIETHU WU pa3Xoau, NPOU3TUYaIId OT WIN CBBbP3aHU

110 HAKaKbB HAYUH C pa60TaTa, CbXpPaHCHUETO, yrIOTpe6aTa J5n10%0 O6e3Bp€)KI[aHeT0 Ha IIpoayKTa. To3u I/IHd)OpMaLII/IOHCH JIMCT 3a 6€3011aCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja ce U3I0JI3Ba caMo 3a TO3U MPOAYKT. Axo MPOAYKTHT C€ U3IIOJI3BA KATO ChbCTaBKa Ha APYTryd NPOAYKTH, HAJIMIHATA I/IH(.I)O}’)MHLU/IH Ou MorJIa Jla CC OKaxe
HETIPUIOKUMaA. Tasu I/IH(bO}’)MaLU/IH C€ OCHOBaBa Ha HAIIWUTE TEKYIIU IIO3HAHUS U € IPETHA3HAYUCHA J1a 1a/I€ OIMMCAaHUE Ha IIPOAYKTa caMO 3a LEIUTE Ha
3ApaBE€OoIIa3BaHeTO, 6e3011aCHOCTTa M OKOJIHATA Ccpena. Hopam/l TOBa, TS HE Tpﬂ6Ba Jla C€ ThIIKYBaA KaTO rapaHiys 3a CBOMCTBaTa Ha IpoaYyKTa.
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